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DETAILED ACTION 

Claims 1-28 are pending in this application and subject to the following restriction. 



Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions, which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, Claims 1-3, 17 and 25, drawn to a method and kits for detecting DAX-1 
transcripts. 

Group II, Claims 1-3, 14, 17, 18 and 25, drawn to methods and kits for detecting DAX-1 

protein. 

Group III, Claims 4-8, 11, 12, 19-23 and 26, drawn to transgenic animals comprising 
DAX-1 and methods of using. 

Group IV, Claim 9, drawn to modulators of DAX-1 RNA or proteins. 

Group V, Claims 10 and 24, drawn to methods of screening for modulators of DAX-1 

genes. 

Group VI, Claims 10 and 24, drawn to methods of screening for modulators of DAX-1 

RNA. 

Group VII, Claims 10, 15 and 24, drawn to methods of screening for modulators of 
DAX1- protein. 
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Group VIII, Claims 13 and 27, drawn to assays for binding to DAX-1. 
Group IX, Claims 16 and 28 drawn to immunochemical analysis of DAX-1. 

The inventions listed as Groups s I-VII do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: the "special technical feature" of Group I 
determining DAX- 1 RNA levels which does not share a technical feature with Group II which is 
drawn to methods and kits for detecting DAX-1 protein. While both methods are related by 
being directed to DAX-1, neither uses any of the same components or steps to detect RNA or 
protein. Furthermore, McCabe et al (US 6,465,627; see figure 12) teach that DAX-1 RNA and 
protein sequences are known and hence the technical feature of Groups I and II, DAX-1 lacks 
novelty of inventive step and does not make a contribution over the prior art. Hence these 
Groups lack unity of invention. 

Groups I, II and IV-IX lack unity with Group III as unity exists if there is evidence which 
would lead one to conclude that the characteristic of the final product (the transgenic animal) 
which is the inventive feature in the case is due to the intermediate (the DNA sequence). As no 
such evidence exists then there is no unity on the basis of an intermediate-final product 
relationship. 

The modulators of DAX- 1 (Group IV) are compounds and molecules that are structurally 
and functionally distinct from Groups I-III and furthermore do not share a technical feature with 
any of the other Groups. 
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The methods of Groups V-VII are drawn to respectively, methods of screening for 
modulators of DAX-1 gene, RNA and protein. The methods are unrelated to those of Groups I 
and II as the steps aside from use of DAX-1 RNA or protein, which was shown to lack novelty 
over McCabe et al, are unrelated to those of Groups I and II. As well, the methods of Groups V- 
VII are distinct as from one another and do not share a technical feature as the methods of 
screening for modulators of DAX-1 gene use distinct compounds as well as steps to identify the 
gene as well as distinct reagents from methods of screening modulators of DAX-1 RNA or 
protein. 

The binding assays of Group VIII arc related to Groups II and VII by virtue of 
relationship to DAX-1 protein. However, as McCabe teaches this feature lacks novelty of 
inventive step and does not make a contribution over the prior art. Hence these Groups lack unity 
of invention. The binding assays of Group VIII are unrelated to any of Groups I, III-VI and IX as 
these groups do not share a technical feature. 

Finally, group IX, which is drawn to immunocytochemical staining of cells for DAX-1 
does not share a special technical feature as antibodies are structurally and functionally distinct 
from DAX-1 RNA, protein or genes. While the inventions of Groups II, VII and VIII are DAX-1 
polypeptides, the DAX-1 polypeptide of Group IX encompasses antibodies including IgG which 
comprises 2 heavy and 2 light chains containing constant and variable regions, and including 
framework regions which act as a scaffold for the 6 complementarity determining regions 
(CDRs) that function to bind an epitope. Thus the polypeptide of Groups II, VII and VIII and the 
antibody of Group IX are structurally distinct molecules. Hence, the Groups do not share a 
technical feature. 
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Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 
1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maria B. Marvich, PhD whose telephone number is (571)-272- 
0774. The examiner can normally be reached on M-F (7:00-4:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach, PhD can be reached on (571)-272-0739. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Maria B Marvich, PhD 

Examiner 

Art Unit 1633 



/Maria B Marvich, PhD/ 
Primary Examiner, Art Unit 1633 



